1* 



228.1010 



Re: Application of: 



For: 



Filed: 



Serial No.: 



UNITED STATES PATENT AND TRADEMARK OFFICE 



REIN, Hubert et al. 



METHOD FOR PRODUCING A WATER 
INSOLUBLE AMORPHOUS 
OR PARTIALLY AMORPHOUS CONTROLLED 
RELEASE MATRIX 



09/980,727 



October 19, 2001 



L 1 ^ 




INFORMATION DISCLOSURE STATEMENT 

Commissioner for Patents 

P.O. Box 1450 November 19, 200: 

Alexandria, VA 22313-1450 

Sir: 

In accordance with Applicant's duty of disclosure under 37 C.F.R.§1.56 and the 
provisions of 37 C.F.R, §§1.97 and 1.98, Applicants hereby make of record the references listed 
on the accompanying Form PTO-1449 (18 pages) for consideration by the Examiner in 
connection with the examination of the above-identified patent application. Pursuant to 37 
C.F.R. § 1.98(a), copies of the references listed on pages 1-18 of the Form PTO-1449 are 
enclosed. If it is determined that any of the listed references are not presently enclosed, the 
Examiner is requested to contact the undersigned so that a copy can be forwarded. It is 
respectfully requested that the references cited in the accompanying Form PTO-1449 be 
considered and made of record. 

The Examiner's attention is respectfully directed to the following references, which are 
cited in the specification of the present application and are listed on the attached 
Form-PTO 1449: 

EP(A2) 0240906- corresponding U.S. patent listed as reference DD 
EP(A2) 0358105- corresponding U.S. patent listed as reference BG 
EP(A2) 01 1 8240-listed as reference RH 
EP(A1) 0580860-listed as reference BN 



The Examiner's attention is also respectfully directed to the following references, which 
were cited in the Preliminary Examination Report of the present application: 

WO 92/15285-listed as reference RI 
WO 98/10762-listed as reference RJ 
U.S. Patent No. 4,612,009-listed as reference RD 

Applicants respectfully advise the Examiner of the following U.S. Patents and co-pending 
U.S. Patent Applications which are commonly assigned to the owners of the instant application: 

U.S. Application Serial No. 10/690,389, filed October 21, 2003, entitled, "Melt-Extruded 
Orally Administrable Opioid formulations", pending, which is a continuation of U.S. Application 
Serial No. 09/777,616, filed February 6, 2001, entitled, "Melt-Extruded Orally Administrable 
Opioid formulations", pending, which is a continuation application of U.S. Application Serial 
No. 09/360,056, filed July 23, 1999, entitled "Melt-Extruded Orally Administrable Opioid 
formulations", now U.S. Patent No. 6,261,599, issued July 17, 2001, which is a continuation 
application of U.S. Application Serial No. 08/833,948, filed April 10, 1997, now U.S. Patent No. 
5,958,452, issued September 28, 1999, which is a continuation-in-part of PCT/US95/14745, filed 
November 3, 1995, which is a continuation-in-part of U.S. Application Serial No. 08/334,209, 
filed November 4, 1994, now U.S. Patent No. 5,965,161; 

U.S. Application Serial No. 10/038,867, filed January 2, 2003, entitled, 
"Melt-Extrusion Multiparticulates", pending, which is a continuation application of 09/358,828, 
filed July 22, 1999, entitled, " Melt-Extrusion Multipartiulates", now U.S. Patent No. 6,335,033, 
issued January 1, 2002, which is a continuation application of U.S. Application Serial No. 
08/334,209, filed November 4, 1994, entitled, "Extruded Multiparticulates", now U.S. Patent No. 
5,965,161, issued October 12, 1999. 
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Pursuant to 37 C.F.R. § 1.98 (a)(2)(iii), the Examiner's attention is directed to Exhibit A . 
attached herewith, which contains the following: 

(i) the claims of pending applications serial nos. 10/690,389 and 09/777,616, which have 
the same specification as U.S. Patent No. 5,958,452, listed as reference RB on the attached Form 
PTO 1449. 

(ii) the claims of pending application serial no. 10/038,867, which has the same 
specification as U.S. Patent No. 6,335,033, listed as reference RC on the attached 
Form PTO 1449. 

The present Information Disclosure Statement is filed under 37 C.F.R. § 1.97(c), after the 
mailing of a first Office Action on the merits. Accordingly, a check in the amount of $180.00 is 
enclosed. If it is determined that any additional fee is due, the Examiner is authorized to charge 
said fee to Attorney Deposit Account No. 50-0552. 

It is respectfully requested that the reference cited on the accompanying Form PTO- 1449 
be considered and made of record. 




By: 




'PEL, LLC 



DAVIDSON, DAVIDSON, & KAPPEL, LLC 
485 Seventh Avenue, 14 th Floor 
New York, New York 10018 
(212) 736-1940 
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